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Sir: 

In order to supplement the filing documents for the national phase 
filing Under USC 371 commenced on July 28, 2006 , applicant now submits 
the following documents: 

1. PCT/IB/373 (International Preliminary Report on Patentability); and 

2. PCT/ISA/237 (Written Opinion of the International Searching 

Authority) . 

Please charge any deficiency or credit any overpayment to our 
Deposit Account Number 14-0112. 

Respectfully submitted, 
THE NATH LAW GROUP 
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THE NATH LAW GROUP 

112 South West Street 
Alexandria, VA 22314 
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PATENT COOPERATION TREATY 

PCT 

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 

(Chapter I of the Patent C<x)peration Treaty) 



(PCT Rule 44Z«.y) 



AppJicant's or agent's file reference 
1240WOORD01 


FOR FURTHER ACTION 


See item 4 below 


International application No. 
PCT/EP2005/050415 


Internationa] filing date (dav/month/year) 
01 February 2005 (01.02.2005) 


Priority date (day/montJi/year) 
04 February 2004 (04.02.2004) 


International Patent CJassificalion (8th edition unless older edition indicated) 
See relevant information in Form PCT/ISA/237 


Applicant 

ALTANA PHARMA AG 



1. 


This international preliminary report on patentability (Chapler I) is issued by die Ihteimtional Bopsau on behalf of the 
International Searching Authority under Rule 4«^ Wj. 1(a). 


2. 


This REPORT consists of a total of 8 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a lefeience 
to the international preliminary report on patentability (Chapter I) instead. 


3. 


This report contains indications relating to the following items: 




^ Box No. I 


Basis of the report 




^ Box No. n 


Priority 




^ BoxNo.ni 


Non-establishment of opinion with regard to novelty, inventive step and industrial 

applicability 




1 1 Box No. IV 


Lack of unity of invention 




1^ Box No. V 


Reasoned statement onder Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 




Box No. VI 


Certain documents cited 




1 1 BoxNo.Vn 


Certain defects in the international application 




1^ BoxNo-Vin 


Certain observations on the international application 


4. 


The International Bureau will communicate this report to designated Offices in accordance with Rules 44Air.3(c) and 93bisA but 
not, except where the appUcant makes an express request under Article 23(2), before the expiration of 30 months from the priority 
date(Ruie44to.2). 





Date of issuance of this report 
07 August 2006 (07.08.2006) 


The Internationa] Bureau of WIPO 
34, chemin des Colombettes 
121 1 Geneva 20, Switzerland 

Facsimile No. +41 22 338 82 70 


Authorized officer 

Ellen Moyse 

e-mail: pt05@wjpo.int 
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PATENT COOPERATION TREATY 



From the 

INTERNATIONAL SEARCHING AUTHORITY 



To: 



see form PCT/lSA/220 



REC'D 3 0 JU^3 2005 



per 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCT Rule 43bisA) 



Date of mailing 

(dayhianth^ear) see form PCTASASIO (second sheet) 



Applicant's or agsnfs file reference 
see form PCT>!SA/220 


FOR FURTHER ACTION 

See paragraph 2 below 


International application No. 
PCT/EP2005A)50415 


Intemat'onal filing date (dayAnonth^ear) 
01 .02,2005 


Priority date (dayAnonthyear) 
04.02.2004 


Intemafional Patent Classificatton (IPC) or both nationaf dassiftcation and IPC 
C07D401>D4, C07D401/I4, K31)497, A61 P1 1/00 


Applicant 

ALTANA PHARMA AG 



This opinion contains indications relating to the following items: 



Si Box No. I 
SI Box No. II 
la Box No. Ill 
□ Box No. IV 
la Box No. V 



2. 



Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial appncabilHy 
Lack of unity of Invention 

Reasoned statement under Rule ASbisA (a)(1) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

la Box No. VI Certain documents cited 

P Box No. VII Ceriain defects in the international application 

H BoxNo. VIK Certain observations on the internatfonal application 

FURTHER ACTION 

If a demand for intematbnal prellminaiy examination is made, this opinion will usually be considered to be a 
written opinion of the Intematlonai Preliminary Examining Authority ("IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen iPEA has notifed the 
International Bureau under Rule 56.1i«s(b) that written opinions of this Internatfonal Searching Authority 
will not be so considered. 

If this opinion Is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing off Form PCT>ISAe20 or before the expiratbn of 22 months from the priority date, 
whichever expires later. . 



For further options, see Form PCT4SAe20, 

For further details, see notes to. Fomn PCTi1SAB20. 



Name and mailing address of the ISA: 



European Patent Office 
O80298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: 449 89 2399-4465 



Authorized Officer. . 

Weisbrod, T 

Telephone No. 449 89 2399-8931 



(J) 



Fomi (PCTflSAiBa?) (Cover Sheet) (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/EP2005/050415 



Box No. i Basis of the opinion 



1 . With regard to the language, this opinion has been established on the basis of the intemattonal appHcatton In 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language Into the fbllowina 
anguage , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

necessary to the claimed mventlon, this opinion has been established on the basis of: ^ , ^ 

a. type of material: 

. □ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of fillngyfurnishing: 

□ contained in the international appKcaton as filed. 

□ filed together with the intemational application in computer readable form. 

□ furmshed subsequently to this Authorfty for the purposes of search. 

^* ° In addition In the case t^ more than one version or copy of a sequence listing and/or table relating thereto 
has be^n Wed or furnished, the required statements that the infomiation in the subsequent or additional 
copies IS Identical to that in the application as filed or does not go beyond the application as filed, as 
appropnate, were furnished. 

4. Additional comments; 

Box No. II Priority " ^ 

1 . □ The validity of the priority claim has not been considered because the International Searching Authority 

riJ^^firoH o^rLoi ^fi P°^s^^j°" ^.«»Py *he eartfer application whose priority has been claimed or. where 
Lt^^.rf T. ^ 1?^^" ?^ application. This opinion has nevertheless been established on the 

assumption that the relevant date (Rules 436/s.l and 64.1 ) is the claimed priority date. 

^' ° I^?K^^!I^" been established as if no priority had been claimed due to the fact that the priority claim 

m^nnTJ^'i'^'^ ^^""^^ "^^^'^'^ ^•'*>- "^^"s purposes of this opinion, the Intem^S 
filing date indicated above is considered to be the relevant date; cu 

3. Additional observations, if necessary: 

see separate sheet 



Form PCTitSA/237 (January 2004} 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



Internationa) application No 
PCT/EP2005A)50415 



^pIlSbiHtv '^^"•^'^'■^hment of opinion with regard to novelty, inventive step and industrial 



□ the entire international applrcation, 

S claims Nos. 17, 18 

because: 

see separate sheet 

° ril^ttS?^^^^^^^^ areso 
° EISld'^fo^ieT "^"^ ^ '"Adequately supported by the description that no meaningful opinion 

B no international search report has been established fbr the v^ole application or for said claims Nos. 
° CofTe'AdSt,SS.ITnS^ 



the written form 



the computer readable form 



□ has not been furnished 

□ does not comply with the standard 

□ has not been furnished 

□ does not compty with the standanJ 



□ See separate Sheet for further details 



Form PCTi»SA/237 (January 2004) 



International application No 
PCT/EP2005y060415 



1- Statement 



Novelty (N) 
Inventive step (IS) 
Industrial applicabiKty (lA) 

2. Citations and explanations 
see separate sheet 



Yes: Claims 
No: Claims 

Yes: Claims 
No: Claims 

Yes: Claims 
No: Claims 



1-18 



M8 



M6 



Box No. VI Certain documents cited 



1. Certain published documents (Rules 436/s.l and 70.10) 
and /or 

2, Non-written dfectosures (Rules 43bis.1 and 70.9) 
see form 210 



Box No. VHI Certain observations on the mtemation;.! nppK^ti^^ 



> fully supported by the description, are made: 
see separate sheet 



or on the questfon whether the 



Form PCTASA/Z37 (January 2004) 



WRITTEN OPINION OF THE ,^ « , 

INTERNATIONAL SEARCHING 'nternatfonal application No. 

AUTHORITY (SEPARATFSHF»=T) PCT/EP2005/Q.rui . 

Re Item I 

Basis of the opinion 

The appllcatfon is directed to 

(i) 2-(piperidin-4-yI)-pyrida2in-3-ones(1) (claims 1-13), 

(ii) the medical use of compounds (1) (claim 14), 
(iti) a pharmaceutical composition comprising a compound (1 ) (claim 1 5) 

(IV) the second medical use of compounds (1 ) (claim 1 6), and 

(V) the corresponding therapeutic methods (claims 1 7-1 8). 

Re Item 11 
Priority 

The claimed date of priority does not appear valid for compounds (I) wherein and R^^ 
together form nng systems selected from morpholln-3,5^ione-4.yl to isoindol-1 3-dlone-2- 

Re item ill 

apTil^rrll,^'''"^"* °* '^^'^ *° '■"<*"«t"ai 

Claims 1 7 and 18 relate to subject-matter considered by this Authority to be covered by the 

to theTd? °t I ' '^^^^ ^~-t'V' - opinion ^'l, be formulated with resp'r 

to the industrial applicability of the subject-matter of these claims (Article 34(4)(a)(l) PCT). 

Re Item V 

Reasoned statement under Rule 66^(a)(ii) with r^arH to novelty. Inventive step or 
industrial applicability; citations and explanations supporting sul^h statement 

1 Reference is made to the following documents. 

D1 : EP-A-0 738 715. 23.10.1996; cited in the application 
D2: WO 02/064584 A . 22.08.2002; cited in the application. 



Form PCT/iS/W237 (Separate Sheet) (Sheet 1) (EPOslanuaiy 2004) 



WRITTEN OPINION OF THE i * 

AUTHORITY (SEPARATE SHEET) PCT/EP2005/Q5n4l ... 

D3: WO 02/085906 A, 31 10.2002; cited in the application. 
D4: WO 2004/01 8449 A, 04.03.2004. 

D4 was published after the priority date. Under the presumption that the priority is 
valid for the claimed matter the said document is not considered as prior art under 
Rule 64.1 PCT. 

2 Novelty 

2.1 D1 relates to pyridazinone derivatives as PDE4 Inhibitor. The present compounds 
(1) differ from the compounds of D1 through the 1-R^-piperidin-4-yl group and In 
having the RVR^ alkyi groups in position 4 rather than in position 6. The present 
claimed matter is thus novel vis-a-vis D1 . 

P2 and D3 relate to phthalazlnone derivatives as PDE4 inhibitors. The present 
compounds (1) differ from the compounds of D2/D3 Insofar as they represent 
monocyclic pyridazinones rather than bicyclic phthalazinones. The present claimed 
. matter is thus novel vis-a-vis D2/D3. 

2.2 The P-documentD4 relates also to phthalazinones as PDE4 inhibitors, whereas the 
application is directed to pyridazones. D4 will, thus, not become relevant to the 
question of noveify of the application. 

4 Inventive Step 

4.1 The application describes the preparation of certain compounds (1) and shows that 
such compounds exhibit PbE4 Inhlbitoiy activity (the appfication, page 34). 



4.2 



In view of D1 as most relevant state of the art the problem underlying the application 
may be seen in the provision of further PDE4 inhibitor. The present compounds (1 ) 
differ from those of D1 in bearing in the 2-position a 1-R3-piperid-in-4-yl substrtuent 
rather than a group -Q-R^ and In bearing the two R^/R^ alkyI substituents in position 4 
instead of 5. Although the documents D2 and P3 teach already that the present R«- 
piperidin-4-yl substituents are compatible with the desired activity. It does not appear 



Porra PCT/1SW237 (Separate Sheet) (Sheets) (EPO-Januaiy2004) 



